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. Scope of Wrk

| ndependent|ly and not as an agent of the Governnent, the
contractor shall furnish the necessary personnel, materials,
services, facilities, except as provided in the schedul e,
and otherwi se do all things necessary for or incident to the
performance of the work as descri bed bel ow

A.  Background

The Medicated Feeds Program has been inplenented wth the
assi stance of the states under contract since 1973. For the |ast
several years states have acconplished surveillance inspections to
determne whether firnms manufacturing nedicated feeds were in
conpliance with key good manufacturing practices (GW) regul ations.

The Second Ceneration Medi cated Feeds Regul ations, published by the
FDA in 1986, set forth revised requirenments concerning approval
procedures for the manufacture of aninal feeds containing new

ani mal drugs. These regul ations focus on high-risk drugs, i.e.,
carcinogens and drugs requiring withdrawal tinmes at their | owest
use level. Firnms using Category Il Type nedicated articles to make

medi cated feeds are required to register wth FDA and hol d approved
| i censes. FDA is required to inspect these firns once every two
years.

FDA's Center for Veterinary Medicine (CV/M uses the Current Good

Manufacturing Practices (CQwW) I nspection classification to
determ ne the approval decisions for pending |license applications.
Cassification of QA wll result in recomendations to refuse

i cense approvals, while NAl and VAl classifications will not. An
QAl classification for a licensed firm nmay start the process to
wi t hdraw the |icense.

On June 5, 1997, FDA published a final rule prohibiting the use of
manmal i an protein in rumnant feeds. This action was taken to
prevent the spread of bovine spongiform encephal ophy (BSE) in the
United States; thus, the phrase "BSE rule" to describe it. The
rule, which is codified in 21 CFR 589. 2000, provides for |abeling,
record keeping and clean out requirenents for renderers, feed
manuf acturers, haulers of feed, and producers.

B. bjectives:

This contract is designed to obtain state assistance in the
i nspecti onal cover age of nmedi cat ed f eed est abl i shnent s
specifically:

1. To conduct inspections of nedicated feed establishnents to
determne conpliance with the Federal Food, Drug, and Cosnetic Act
1
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(FD&C Act) and State feed law (if the contractor's feed | aw has the
provi sions of the current AAFCO Uniform State Feed Bill).

2. To encourage voluntary corrective action by the establishnent
when appropri ate.

3. To furnish the FDA with reports of inspections and sanple
exam nations acconplished under the contract. Reports on any
conpliance followup and corrections achieved by the contractor
under its own programw |l also be submtted.

4. Assuring conpliance with 21 CFR 589. 2000 by the nedicated feed
establi shnents, both |icensed and non-1icensed.

C. Inspection Coverage

In performance hereof the contractor shall conduct nedicated feed
inspections of licensed nedicated feed establishnments and "BSE
Rul e" conpliance inspections only of |icensed and/or non-licensed
nmedi cated feed establishnents if requested by the Agency.

The establishnments to be inspected by the contractor will be those
required to register wth FDA by Section 510 of the FD&C Act

because they manufacture nedicated feeds from Category 11, Type A
Articles (21 CFR 207) which do now or wll require an approved
i cense. These establishnents are included in FDA's active
Oficial Establishnment Inventory. Non-regi stered establishnents

may be inspected as a followup to a tissue residue investigation
that inplicates a feed mll as the source of the contam nant or for
conpliance with the requirenents of 21 CFR 589.2000. These
manufacturing sites are required to conply with a different set of
CGW regulations (i.e., 21 CFR 225.120 et. seqg.). Both registered
and non-registered establishnments have the same requirenments wth
regard to the BSE rul e.

To preclude duplication with those inspections, which wll be
acconplished by FDA personnel, the specific inspections to be
performed by the Contractor will be planned and/ or schedul ed by the
FDA regional/district office in conjunction with the Contractor
Joint inspections wth FDA personnel to achieve nationw de
uniformty, training, evaluation, etc., may be included.

Assi gnnment of establishnments by FDA for coverage under the contract
will take into consideration the follow ng :

1.1 nspection Priorities
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The following inspection priorities apply to firns using Category
Il Type A nedicated articles in the manufacture of Type B and/or C
nmedi cat ed feeds.

a. Re-inspections (Priority 1)

Conduct re-inspections of firnms whose nost recent inspection
were classified QA due to either CAGW or non- CGQW devi ati ons,
except for firns in the pre-approval node. Re-i nspection of
the QAl firm should occur within 90 days of issuance of a
Warning letter to determne whether CGAGW violations are
cont i nui ng.

When CVM receives license application froma firmin violative
status (i.e., classification of QA because of CAW
deviations), C/ is advising the firm that its applications
cannot be approved.

b. Pre-Approval Inspections (Priority 2)

Conduct pre-approval inspections of all firns submtting
license applications for the first time. This inspection is
required to take place before a license application can be
approved and shoul d take place within 60 days of the filing of
Iicense application. FDA has a 90-day statutory obligation to
act on a license application. |If the inspection is not nade,
C/W™ is obligated by the Act to approve the |Ilicense
appl i cati on.

New applicants may be newy constructed or acquired
facilities, or active feed mxers that wish to secure a
license. A new facility does not have to be in operation to
denonstrate capability and obtain |icense approval. The
investigator nust determne the applicant’s know edge of the
CAWP requi renments and preparedness to conply.

C. BSE | nspections (Priority 3)

Conduct inspections of both Ilicensed and non-Ilicensed
nmedicated feed establishnents for conpliance wth the
requirements of 21 CFR 589.2000. Simlar inspections are to
be done when inspecting establishnents under priority 1, 2 or
4,

d. Biennial Inspections (Priority 4)

Conduct biennial CGAW inspections of registered firnms whose
nmost recent CAWP inspection was classified NAI and VAl .
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2.

a.

b.

Met hod of Coverage

Ceneral Procedures

The activities under the contract will be conducted using the
procedures, techniques, and reporting forns specified by FDA
in the current Medicated Feeds Program (CP7371.004), the
appl i cabl e sections of which are incorporated by reference,

and in the special assignnment for BSE inspections. The
CGovernnment will furnish copies to the contractor. The FDA
regional /district of fice Wil provi de gui dance and

interpretations as necessary.

The contractor shal | conduct I nspecti ons of t hese
est abl i shnent s using state officials who have been
comm ssioned as officers of the Departnent of Health and Human
Servi ces, Food and Drug Adm nistration, under the authority of
the Federal FD&C Act. Under comm ssion, conformance with the
procedural requirenents of the Federal FD&C Act is required
including use of credentials, and issuance of Notice of
| nspection, Inspectional GObservations, and Receipt for Sanple
forns.

Type of Inspection

The contractor shall conduct surveillance inspections to
determ ne conpliance with the CAQW requirenments where CVMor a
firm has requested a pre-approval inspection (Priority 2

above), or the firms require biennial inspection (Priority 4
above) .

The contractor shall conduct "BSE Rul e" conpliance inspections
at both the licensed and non-licensed nedicated feed firns.
Follow the directions attached, "Inspections for Conpliance
with 21 CFR 589.2000" and conplete the form "Report of
| nspection for Conpliance wth 21 CFR 589.2000". Al so, the
FDA Qui dance for Industry 68, "Small Entities Conpliance Cuide
for Protein Blenders, Feed Manufacturers and D stributors”
should be given to the nedicated feed establishnent that is
bei ng i nspect ed.

The Medi cated Feed I nspection Report (Form FDA-2481) shall be
conpleted by the contractor for each CGAGW inspection. Al

deviations fromthe itens on the report, i.e. each NO answer,
must be fully explained (and docunented, if possible) in the
narrative section of the form The report shall contain

sufficient information on deviations to facilitate a FDA
deci sion on whether or not to approve a |license, and whether a
conpr ehensi ve inspection is warranted.



Attachment 1 RFQ- FDA- OOFEED- 00

In addition to the CGW elenents on the Form FDA-2481, the
contractor shall |ook for other possible non-CGW violations.
Be alert for possible sales of prescription animal drugs and
determne whether these drugs are sold on the order of a
licensed veterinarian. Al so |look for other possible non-Caw
viol ations, such as the manufacture of nedicated feeds w thout
required approvals, illegal conbinations, and unapproved
sources of drugs, such as soluble powders and bulk drug
substances. Report any activity on the form FDA 2481.

Pre-approval inspections are surveillance CAGW inspections of
nmedi cated feed firns submtting a license application for the
first time or for firns that have been placed in the Auxiliary
CEl . The contractor may be assigned firns for pre-approval
i nspections by the district based on a request fromthe Center
for Veterinary Medicine (CV/M. As the Center has a statutory
90-day tinmefrane to act on the application of the I|icense,
t hese i nspections should be conpleted as soon after assignnent
as possi bl e.

Routine inspections shall not be nmade nore frequently than
once every two years to satisfy the statutory biennial
requirenent. Rei nspections as a followup to non-QAl
violative practices may be nade under this contract when
assigned by the FDA district.

| nspection visits are inconplete inspections where the Form
FDA- 2481 is not used because the establishnent is found to be
out of Dbusiness, inactive, or not an OCEl obligation.
Information on inspection visits shall be submtted on a
conput er generated coversheet form

Joint inspections with FDA personnel to achieve nationw de
uniformty, training, or evaluation will be planned fromtine
to tine and may be included within the inspections to be
acconpl i shed under this contract.

The Conpliance Program covers two other types of inspections,
i.e., conprehensive and non- CAQW, which wll not be
acconplished by the states under this contract unless assigned
by the FDA district to appropriately trained states. The
conprehensive is an in-depth evidence gathering inspection
made to docunment violations for federal regulatory action
consideration. The non-CQAW inspection involves docunentation
of violations regarding the sale or use of premxes (Type A
medi cated articles) by distributors or feed mlls wthout
requi red approvals.
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C.

d.

Conpl i ance actions are not provided for under this contract.
However, the Contractor may wsh to pursue any necessary
conpliance followup to violative conditions under the state's
program Any state actions shall be coordinated with the FDA
district. The warning letter for an QAl classification nust be
signed by the FDA D strict Drector and nmust contain the
specific | anguage stated in the Conpliance Program

Sanpl es
Physical sanmples wll not normally be collected during
surveillance CGW or BSE inspections. An exception occurs

under the circunstances detailed in the Mdicated Feed
Conpl i ance Program where cross contamnation with specific
drugs could occur. If there is a likelihood that the state
| aboratory analysis could confirm cross contam nation using
appropri ate methodol ogy, a sanple may be included under this
contract. Information on the sanple collection and anal ysis
shal | be reported on state forns.

Quality Control

FDA wll evaluate contractor performance throughout the
contract period. This wll be acconplished by a variety of
techni ques, including: review of reports, joint inspections
(i ncl uded as contract I nspections), and i ndependent
rei nspection by FDA. | ndependent quality control
rei nspections (audits) may be nmade by FDA to facilitate an
eval uation of the overall performance of the Contractor, and
will be scheduled by the FDA regional/district office.

Fi ndi ngs of the independent FDA quality control reinspections
will be provided to the Contractor for review and information.

Report s/ Del i ver abl es

The Contractor shall submt the follow ng
reports/deliverables by the due dates indicated:

nspection Reports - SUBM T NO LATER THAN 15 WORKI NG DAYS AFTER
THE DATE OF THE STATE | NSPECTI ON TO THE FDA D STRI CT OFFI CE

The contractor shall conplete the Medicated Feeds I|nspection
Report, Form FDA-2481, and the Conputer GCenerated Coversheet,
(Form FDA-481-CG, Parts A C, and E, and, where appropriate,
the contractor shall use the FDA Product Code List to conplete
the appropriate sections of the Coversheet, including Part C
Products Covered where the products inspected wll be
recorded. Al so, corrective actions shall be reported and coded
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on part E of the coversheet under the newy revised Conpliance
Achi evenent Reporting System which replaces the Voluntary
Correction Reporting System The governnment will furnish the

necessary FDA forns.

SUBM T NO LATER THAN 15 WORKI NG DAYS AFTER THE DATE OF THE

STATE | NSPECTI ON TO THE FDA DI STRI CT OFFI CE.
NOTE:

PAC codes for Coversheet:

71S007 — BSE- Medi cated State Contract |nspections
(Li censed)

71S008 — BSE- Medi cated State Contract |nspections
(Non- Li censed)

The Contractor shall conplete the BSE checklist titled
"Report of Inspection for Conpliance wth 21 CFR 589. 2000"
and the Conputer Cenerated Coversheet, (Form FDA-481-CO,
Parts A, C and E, and, where appropriate, the
contractor shall use the FDA Product Code List to
conplete the appropriate sections of the Coversheet,
including Part C, Products Covered where the products
inspected will be recorded and shall be conpleted and
submtted to the FDA District Ofice no |ater than 15
wor ki ng days after the inspection. Al so, the FDA
Qui dance for Industry 68, "Small Entities Conpliance
Quide for Protein Blenders, Feed Manufacturers and
D stributors” should be given to the nedicated feed
establ i shnment that is being inspected.

B. Sanple Reports - SUBM T UPON COVPLETI ON TO FDA DI STRI CT CFFI CE

Al'l sanpl es anal yzed shall be reported to FDA on forns used by
the state. Additionally, worksheets or other nore detailed
information on the analyses will be submtted to FDA for those
sanples found not to be in conpliance, or where a question

exi sts whether or not a sanple is violative,

C. Conpliance Action Reports - SUBM T UPON COVPLETI ON TO FDA
DI STRI CT OFFI CE

Copi es of the docunents used by the state to record conpliance
actions shall be furnished to the appropriate FDA district

of fi ce upon conpl eti on.

D. Quarterly Summary Report - SUBM T NO LATER THAN 30 DAYS AFTER

END O EACH 90 DAY REPORTI NG PERI CD TQ
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1. One copy to: FDA District Ofice
2. Two Copies to:
Food and Drug Adm ni stration
Dv. of State Contracts and Assistance
Managenent, HFA-521,
Room 3-40, Park Buil di ng
5600 Fi shers Lane
Rockvill e, Maryl and 20857

For each 90-day period of the contract (based upon the

performance period), a Quarterly Sunmmary Report (Form
FDA- 2684a) on the inspections, sanples, and actions shall be
pr epar ed. Included with the report shall be the contract

nunber, a list of the establishnments inspected specifying the
nane and city of the firminspected, inspection date, type of
inspection (priority 1, 2, 3 or 4) and nunber of sanples
collected. Were visits were encountered, they should al so be
not ed. NOTE: In those periods where no inspections were
performed a quarterly report showing no inspections is
required.

Recei pt and Accept ance Suppl i es/ Servi ces

The supplies and-or services delivered hereunder shall be

i nspected and accepted at the destination by the Contracting
Oficer’'s Representative (COR) specified below If the
supplies or services are acceptable, the COR shall pronptly
forward a report of inspection and acceptance to the paying
office. |If the supplies or services are not acceptable, the
COR shal | docunent the nonconform ng itens/services and

i medi ately notify the Contracting Oficer. The COR for
this order is : d enn Johnson, 301-827-2907

Adm ni strati ve Data

GOVERNMENT FURNI SHED MATERI ALS

The following fornms required for use in the performance of the
services required hereunder wll be furnished by the
CGovernnment. Delivery will be made in a tinmely nmanner to the
contractor's facility, such that the required services can be
performed within the effective dates of the contract.

For m No. Title
FDA- 2481 Medi cat ed Feed | nspections Reports
FDA- 481- CG Conputer Cenerated Coversheet (Parts A, C and E)
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FDA-2684a State Contract Quarterly Medi cated Feed Report

FDA- 482 Noti ce of | nspection
FDA- 483 | nspectional Cbservations
FDA- 484 Recei pt of Sanpl es

| nspection for Conpliance with 21 CFR
589. 2000 for Feed Manufacturers, Protein Bl enders,
Di stri butor

Report of Inspection for Conpliance with 21 CFR 589. 2000
FDA Cuidance for Industry 68, "Small Entities Conpliance

Quide for Protein Bl enders, Feed Manufacturers and
D stri butors”

B. INVOCE SUBMSSION (F-P) - Quarterly

1. An original and two (2) copies shall be submtted to the
address cited in Block #21 of the FDA-3303 — “Order for
Supplies or Services”.

2. In addition, one informational copy of all vouchers
shall be submtted to the Co-Project Oficer in the Regional/
District Ofice designated by separate correspondence.

3. Questions relating to when paynent will be received

shoul d be directed to the FDA Paynent O fice at tel ephone
nunber 301-827-5007.

V. SIMPLI FI ED ACQUI SI TI ON TERVS AND CONDI Tl ONS

A.  dauses Incorporated by Reference (FAR 52.252-2 FEB 1998)

This contract incorporates one or nore clauses by reference,
with the sane force and effect as if they were given in full
text. Upon request, the Contracting Oficer will make their
full text available. Aso, the full text of a clause may be
accessed electronically at the foll owi ng address:

www. ar net . gov/ f ar

1. FEDERAL ACQUI SI TI ON REGULATI ON (FAR) (48 CFR CHAPTER 1)
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CLAUSES

52.213-4 Ternms and Conditions-Sinplified Acquisitions
(G her Than Commercial Itens) (FEB 2000)

V. List of O her Attachnents :

Attachment 2: Smal | Entities Conpliance Guide

Attachment 3: I nspections for Conpliance w 21 CFR 589. 2000
Attachnment 4: Report of |Inspection for conpliance w 21
589. 2000

10
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FDA GUIDANCE FOR INDUSTRY 68

Thisguidereplacesthose parts of Guidance for Industry 60, June 17, 1997, that
applied to protein blender s, feed manufacturers, and distributors.

SMALL ENTITIESCOMPLIANCE GUIDE

FOR PROTEIN BLENDERS, FEED MANUFACTURERS,
AND DISTRIBUTORS

This document is intended to provide guidance for “ANIMAL PROTEINS
PROHIBITED FROM USE IN RUMINANT FEED,” Title 21, Code of Federal
Regulations, Part 589.2000, Effective Date: August 4, 1997.

Submit comments and requestsfor information to Gloria Dunnavan, Director, Division of
Compliance (HFV-230), U.S. Food and Drug Administration, Center for Veterinary
Medicine, 7500 Standish Place, Room 405, Rockville, M D 20855, (301) 594-1726.

TheFood and Drug Administration (FDA) has prepared thisguidein accor dance with section 212 of the Small
Business Regulatory Enforcement Fairness Act. Thisguidance document representsthe agency's current
thinking on compliance with theregulation 21 CFR 589.2000 " Animal Proteins Prohibited from Ruminant
Feed." It doesnot createor confer any rightsfor or on any person and does not operateto bind FDA or the
public. An alternative approach may be used if such approach satisfiesthe requirements of the applicable
statute, regulationsor both.

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Veterinary Medicine

February 1998



WHAT ISTHE PURPOSE AND SCOPE OF THISREGULATION?

Thisregulation is designed to prevent the establishment and amplification of Bovine
Spongiform Encephalopathy (BSE), sometimes referred to as “Mad Cow Disease,”
through animal feed. The regulation prohibits the use of certain proteins derived
from mammalian tissue in feeding ruminant animals. An example is meat and bone
meal made from cattle. However, certain products are exempt from the regulation:

B Thefollowing protein products derived from mammals are exempt:

Blood and blood products n Gdatin

Milk products (milk and milk proteins)

Pure porcine (pork) or pure equine (horse) protein

Inspected meat products, such as plate waste, which have been
cooked and offered for human food and further heat processed for
animal feed

B The following nonmammalian protein products are exempt:
m poultry = marine(fish) m vegetable

B Thefollowing are also exempt because they are not protein or tissue:

m Grease n Fat = Amino acids
= Talow = Qil = Dicalcium phosphate

If you receive and process ONLY the above exempted products (or only products
containing the exempted products) you are not required to comply with this
regulation. We refer to this material as“nonprohibited material.”

All other mammalian protein will be referred to as “prohibited material”
throughout this guide. If you receive and process this material or products
containing this material, you must comply with this regulation.

Ruminant animals are any animals with a four-chambered stomach including cattle,
sheep, goats, buffalo, elk, and deer.



ISMY FIRM AFFECTED BY THISREGULATION?
This regulation defines blenders, feed manufacturers, and distributors as follows -

= "Blender" means any firm or individua which obtains processed animal
protein from more than one source or from more than one species, and
subsequently mixes (blends) or redistributes an animal product. "Blenders®
under the regulation are protein blenders, which are intermediaries between
renderers and feed manufacturers.

» "Feed manufacturer" includes manufacturers and mixers of complete and
intermediate feeds intended for animals. It includes on-farm feed mixing
operations; however, those with on-farm mixers should refer to the separate
guide for feeders of ruminant animals with on-farm feed mixing operations
(FDA Guidance for Industry 69). The term includes pet food manufacturers.

= "Distributor” includes persons who distribute or transport feeds or feed
ingredients intended for animals. Thisincludesretailers of feed and feed
products; the distribution activities of blenders and feed manufacturers;
and independent haulers.

* Evenif you fall within the definition of blender, feed manufacturer, or distributor,
you are not subject to the regulation if you do not receive, process and distribute any
prohibited material or products containing prohibited material.

If you know or have reason to know that an incoming product contains or may
contain prohibited material, you are subject to the regulation. Renderers may not be
able to determine the species of incoming material; rendered product from such
material is considered “prohibited material” becauseit " contains or may contain”
prohibited materia. Y ou may wish to have assurance from your raw material
supplier about the product’s contents. This could include a certification from the
supplier, or specification of source in a business contract.

The regulation provides procedures for two general categories of blenders, feed
manufacturers, and distributors that are subject to the regulation: those that do
NOT separate prohibited material from nonprohibited material, and those that do.



HOW DO | COMPLY WITH THE NEW REGULATION?

A. FirmsThat Handle Only Prohibited Material, or Handle Both Prohibited
and Nonprohibited Material But Do Not Separate Them Need to:

1. Label all outgoing products that contain or may contain prohibited material
with the following cautionary statement:

“Do not feed to cattle or other ruminants.”

2. Maintain records sufficient to track the materials throughout their receipt,
processing, and distribution, and make the records available for inspection
and copying. Invoices or similar documents for incoming and outgoing
products will satisfy this requirement. The records should contain information
normally expected to be included in such documents -

Date of the receipt or purchase and sale or delivery
Name and address of the seller

Name and address of the consignee

| dentification of the product

Quantity

3. Maintain the records for a minimum of one year.

B. FirmsThat Do Separate Prohibited from Nonprohibited Materials Have
Two Additional Requirements:

4. Provide for measures to avoid commingling or cross-contamination of
prohibited and nonprohibited materials.

5. Maintain written procedures that document the measures you adopt to
prevent commingling or cross-contamination.



WHAT DO | NEED TO KNOW ABOUT THE CAUTIONARY STATEMENT?

® Theterm “label” means adisplay of written, printed, or graphic matter on the
immediate container of any product. Theterm “labeling” means all labels and other
written, printed, or graphic matter (1) upon any article or any of its containers or
wrappers, or (2) accompanying such article.

®  The cautionary statement is required only if the products contain or may contain
prohibited material.

® Thisrequirement does NOT apply to pet food products that are sold or intended
for sale at retail or to feeds for nonruminant laboratory animals. If the pet food
products or laboratory animal feeds are sold or are intended for sale as distressed or
salvage items, then the cautionary statement isrequired. Distressed or salvage items
may be fed to or become components of feed for other animals including ruminants.

m Labeling for al other animal feedsis required to contain the cautionary statement,
including feedsintended for nonruminant animals.

® The statement must be placed prominently on the label or labeling. It should be
conspicuous compared with other statements on the labeling. It should be placed on
the labeling so that it is likely to be read and understood by the ordinary individual
under usual conditions of purchase and use.

m  FDA suggests that the cautionary statement have a different type size or color from
other labeling, or that you use some other means of highlighting the statement so that it
Is easily noticed by the purchaser.

®m  For products shipped in bulk, the cautionary statement should appear on the
invoice or other document, and placard or any other labeling that physically
accompanies the shipment.

®m  For products that are shipped in bags or other small containers, the cautionary
statement should appear on the product labels. The labels can be attached to or be
part of the bag or other container.

®  The statement should be included on any other labeling for the products. This can
include leaflets, brochures, and other labeling materials whether or not they physically
accompany the shipment of the products. An example might be a sales brochure that

you mail to current and potential customers.
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WHAT DO | NEED TO KNOW ABOUT THE RECORD KEEPING
REQUIREMENT?

® You are not required to create anew set of records. The information should be
available in normal and customary business records maintained by you and/or your
company.

®  Theinformation could be maintained in several different documents including
invoices, receiving tickets, receiving logs, disbursement records, weight tickets,
purchase orders, or other business records or documents.

®  Therecords can be maintained for a shipment as awhole and do not have to be
maintained for each individual container within a shipment.

m Records need to identify the product:

»  Use of the product's common or usua name on the invoice or similar sales
document will satisfy, in part, the "records" requirement of the regulation as well
asthelegal requirement that the product label bear its common or usual name.
The common or usual names of rendered products typically are those included
in definitions published by the Association of American Feed Control Officials
(AAFCO), such as "meat and bone meal."

= FDA regulations permit feed labels to contain collective terms, rather than
common or usual hames, in certain circumstances. For example, "animal protein
products” can be used where the product contains certain ingredients such as
meat and bone meal. The agency will not object to continued use of collective
terms, provided that feed intended for ruminants does not contain protein from
prohibited material, or the product contains the cautionary statement.

®  The records must be maintained so that they are available for inspection and
copying. They should be maintained in a condition that keeps them legible and readily
retrievable.

®  Records must be maintained for one year, which means one year from the date of
shipment of the product.



HOW CAN I AVOID COMMINGLING OR CROSS-CONTAMINATION?

1. Separation

= You could have separate equipment or facilities for the manufacture, processing,
blending, or storage of prohibited and nonprohibited product. This could be entirely
separate buildings, rooms, or other locations; or separate storage containers for
incoming material and finished product, and separate mixers and handling equipment.

m  Separate equipment for prohibited material should be clearly identified to help
ensure that prohibited material is not mistakenly added to product intended to contain

nonprohibited material only. OR
2. Cleanout

= Cleanout could be physical cleaning, flushing, sequencing or other means, either
alone or in combination with separation measures, that are adequate to prevent
carryover of prohibited material into nonprohibited material. Cleanout procedures
should be used on al equipment and conveyances that handle both prohibited and
nonprohibited material.

= Documentation for clean-out should include a description of how cleanout is
implemented - who is responsible, how clean-out is monitored and verified; how
volume of clean-out flush material was determined; and a description of how clean-

out flush material is handled. OR

3. Combination of Separation and Cleanout

An example would be use of some separate and some common equipment (clean-out
would be required for the latter).

Y ou need written procedures, whether you use separation, cleanout, or a combination:

= Written procedures should include the procedures followed from the time of
receipt of incoming material until the time of shipment of finished product. They
should reflect what actually happens in your operation.

= Written procedures should have enough detail to provide a clear understanding of
your actual procedures. An inspector should be able to easily identify operations that
are described in the written procedures.



WHAT ARE SOME CLEAN-OUT MEASURES THAT | COULD USE?

Include one or more of the following, or other equally effective procedures. These
procedures are adapted from the Current Good Manufacturing Practice for Medicated
Feed regulations, Title 21, Code of Federal Regulations, Part 225.

®  Use cleaning by physical means, e.g. vacuuming, sweeping, washing, etc.

m  Alternatively, flushing, sequencing or other equally effective techniques may
be used. Under these methods, the equipment is cleaned through use of a
nonprohibited product, e.g. afeed that does not contain prohibited material.

® The volume of flushed material should be sufficient to prevent carryover of
products that contain or may contain prohibited material. Due to the degree of
variability among facilities, feedmills should determine their facilities' individual
characteristics and apply appropriate time and volume requirements for flushing
material to accomplish the intent of the procedures. The volume used should be
stated in the written procedures, and should be based on a documented analysis
or test of the firm’s system.

m  Nonprohibited material used in the cleaning should be considered prohibited
and should be identified, stored, and handled so that it does not become
incorporated in feed for ruminant animals.

®  Sequencing should be done on a predetermined basis and be designed to
prevent unsafe contamination of ruminant feeds. An appropriate example would
be producing a swine feed containing prohibited material, followed by a swine
or poultry feed containing nonprohibited material, followed by a ruminant feed
containing nonprohibited material.



WHAT OTHER INFORMATION DO | NEED TO KNOW TO HELP ME COMPLY
WITH THISREGULATION?

®  Products containing only nonprohibited material have no requirements under this regulation.

®  The Association of American Feed Control Officias (AAFCO) has identified the
following ingredients listed in their Official Publication as prohibited material:

= Meat = Meat By-Products = Animal Liver

= Dried Meat Solubles » Fleshings Hydrolysate = Meat Mea

= Meat and Bone Meal = Animal By-Product Meal = Meat Mea Tankage

= Meat and Bone Mea Tankage » Hydrolyzed Hair » Hydrolyzed Leather Meal
» Glandular Meal and Extracted Glandular Meal = Unborn calf Carcasses

= Anima Digest = Cooked Bone Marrow » |_eather Hydrolysate

= Meat Protein Isolate = Mechanically Separated Bone Marrow

= Bone Meal, cooked = Bone Medl, steamed = Stock

» Dehydrated Garbage » Dehydrated Food-Waste

PRODUCTSFOR IMPORT

®  All mammalian protein products imported into the U.S. are subject to the same
requirements under this regulation as mammalian protein obtained from domestic sources.
Persons responsible for importing mammalian protein should determine the origin and
species of the imported product to be assured any prohibited material is handled in
compliance with thisregulation. NOTE: Importation of certain animal protein
products from certain countriesis prohibited by USDA regulations.

PRODUCTS FOR EXPORT

®  Product containing prohibited materia that is destined for export should be marked “ FOR
EXPORT ONLY” on the shipping containers if appropriate and on documents accompanying
the shipment. No other labeling would be required for purposes of this regulation but there
may be additional |abeling requirements imposed by the country of destination.

®  Any product containing prohibited material that is destined for export and is diverted back
to domestic commerce for any reason (salvage, quality, etc.), will be subject to al of the
requirements of the regulation. Thiswill include the requirement to label the product with the

cautionary statement “ Do not feed to cattle or other ruminants.”

m  Responsibility for these products containing prohibited material rests with the owner of
the goods (holder of thetitleto the goods). The owner is responsible for assuring that they
are not diverted back to domestic commerce unless they meet the requirements of the
regulation, including the cautionary labeling statement.



ARE THERE ANY PROVISIONS FOR PROHIBITED PRODUCTSTO BE
EXEMPTED FROM THISREGULATION?

The regulation provides for two kinds of exemptions for prohibited products from the
cautionary statement or records requirements:

NOTE: TheFDA hasnot validated any methods that would meet the requirementsfor any
of the above exemptions. If and when the agency does so, it will provide additional guidance
as needed for the implementation of such exemptions.

1) Protein blenders, feed manufacturers, and distributors can be exempted from both
the cautionary statement and records requirements if, among other things, they:

a) Purchase animal protein products from renderers that certify compliance
with avalidated manufacturing method to deactivate the agent that causes
transmissible spongiform encephal opathy (TSE) (BSE isa TSE), who routinely
use a validated test method to detect the presence of the agent that causes TSES,
or who use exclusively a validated method for controlling the manufacturing
process that minimizes the risk of the TSE agent entering the product; or

b) Comply themselves with these exempting provisions.

2) Protein blenders, feed manufacturers, and distributors can be exempted from the
records requirement alone if, among other things, they:

a) Purchase animal protein products that are marked by a permanent method,
approved by FDA, indicating the presence of the prohibited materials; or

b) Comply themselves with this marking requirement.
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INSPECTIONS FOR COMPLIANCE WITH 21 CFR 589.2000

BEFORE BEGINNING ANY INSPECTION, CHECK WITH YOUR FDA DISTRICT BSE
MONITOR TO SEE IF THE FIRM HAS ALREADY BEEN INSPECTED

FEED MANUFACTURERS. PROTEIN BLENDERS. DISTRIBUTORS

I. Does the firm know about the new regulation?
If not, be sure and discuss the requirements of the regulation and
leave a copy of the Small Entities Compliance Guide.

Il. Does this firm receive and process prohibited material?

In obtaining an answer for this question, one approach is to simply
ask, but be sure and include the following questions -

* What kind of protein products do they receive?
* Do they receive products with mammalian protein?
* If yes, what kind of mammalian protein?

A. Ifthe answer to Il is NO, they do not receive and process
prohibited material, or DO NOT KNOW, do the following -

O Doawak through of the facility, especially looking at the
receiving area and the ingredient storage area. Observethe
material coming in and any material waiting to be processed.
DO YOU SEE ANY PROHIBITED MATERIAL OR ANY

. INGREDIENT LABELED WITH THE CAUTION STATEMENT
REQUIRED BY 589.20007?




@ Review a representative number [at least ten (10)] of

receiving records and/or invoices for incoming material. DO
THESE RECORDS INDICATE RECEIPT OF PROHIBITED
MATERIAL? If the answer here or to #1is YES, copy the
records and document for possible enforcement action.

©® Does this firm manufacture feed for ruminant animals? List

all of the species for which animal feed is manufactured by this
firm.

® Determine what procedures or safeguards, if any, the firm

has in place to assure they do not receive prohibited material.
Describe those safeguards.

B. If the answer to Il is YES, they do receive prohibited material, do
the following -

@ Describe the type of prohibited material.

@O Do awalk through of the facility, especially looking at the

receiving and storage area and observe the material coming in
and any prohibited material in the ingredient storage area. Is
the prohibited material identified?

9 Does this firm manufacture feed for ruminant animals?

List all of the species for which animal feed is manufactured by
this firm.

O Review a representative number [at least ten (I0O)] of
records of receipt for incoming prohibited material and for
distribution of manufactured feed or feed ingredients containing
< prohibited material. DO THEY CONTAIN THE REQUIRED
INFORMATION? If the answer is NO, copy the records and
discuss the requirement with responsible management.

6




® How do they label the feeds or feed ingredients containing

prohibited material? Collect a representative copy of the label
for each product containing prohibited material. DO THEY
BEAR THE REQUIRED CAUTION STATEMENT? If the
answer is NO, document for possible enforcement action.

® Determine what procedures or safeguards, if any, the firm

has in place to assure they do not distribute feed containing
prohibited material to ruminant feeders. Describe those
safeguards.

@ Make copies or record the information for incoming or

outgoing products where the documents suggest possible
violations, or otherwise as directed by CVM Assignment
Reference #VA 8-BSE. This information may be used to select
trace back and trace forward shipments of material for
inspection for compliance with 21 CFR 598.2000.

C. Are they or do they plan to process and distribute both feeds or
feed ingredients containing prohibited material, and feeds and feed
ingredients containing non-prohibited material?

© If the answer is YES, they will process and distribute both,
determine if they are or will be separating the receipt,

processing, and storage of the products containing prohibited
material from non-prohibited material.

® Do a walk through of the incoming material receipt and
storage, product processing, and finished product storage,
areas. Describe the separation system and procedures to
avoid commingling and cross contamination (dust control,
separate equipment and/or buildings, other controls on

. incoming material and finished product identification and
storage.)




O |f they use the same equipment for both products, describe
the clean-out procedures.

® Does the firm maintain written procedures specifying clean-
out and other procedures to separate prohibited material from
non-prohibited material from the time of receipt until the time of
shipment. If the answer is YES, are they adequate? If the

answer is NO to either question, discuss this requirement with
responsible management.

O ifthe Inspection reveals no controls in place to prevent
commingling or cross contamination between product
containing prohibited material and product containing non-

prohibited material, document for possible enforcement
action.

lll. Reporting

1. Complete the checklist “REPORT OF INSPECTION FOR
COMPLIANCE WITH 21 CFR 589.2000.”

2. Send 1 copy to each of the following -

a) CVM, Division of Compliance, HFV-235,
7500 Standish Place, Rockville, Maryland 20855
b) BSE Monitor in the FDA District

3. Be sure to report time spent on this inspection under the PAC
Code for BSE inspections of feed manufacturers and distributors, or
protein blenders (71004G). If the inspection is covering multiple
programs, report time spent on this part of the inspection separately.

4. Individual FDA district offices and states may have additional
reporting requirements.




IV.  What do you do if this firm is not complying with the regulation?

*

*
*
*

Issue an FDA 483 or equivalent state document

Discuss the non-compliance areas with management

Be sure to leave a copy of the Small Entities Compliance Guide
and any other educational materials

Distribution of product containing prohibited material without the
required caution statement should be documented for
consideration of a Warning Letter

Failure to provide measures to prevent commingling and cross
contamination of prohibited from non-prohibited material should
be documented for consideration of a Warning Letter




REPORT OF INSPECTION FOR COMPLIANCE WITH 21 CFR 589.2000

Firm Name: Date Inspected:
Firm Address: Investigator:
Firm City/State: District or State Agency:

CFN #:

0 Type of firm inspected? (Check all that apply)

Renderer a FDA Licensed Feed Mill 0
Protein Blender o Non-FDA Licensed Commercial Feed Mill o
Ruminant Feeder o Ruminant Feeder with On-farm Feed Mill o
Hauler/Distributor o Other:

@ This firm is already aware of 21 CFR 589.2900. YES o NO o
Left a copy of the FDA “Guidance for Industry.’ YES o NOaQ

@ Do they receive and manufacture or use products that contain or may contain prohibited material?
. YES @ NO el

9 If the answer to #3 is ‘NO,’ list the sources of material and describe any safeguards the firm has in place to
assure they do not receive prohibited material

For renderers, protein blenders, and feed manufacturers, if the answer to #3 above is ‘YES,” complete
questions #5 through #9 -

~.

@ Are the products labeled with the caution statement “Do not feed to cattle or other ruminants?”
YES o NO o

@ Does the firm maintain records sufficient to track the materials throughout their receipt, processing, and
distribution including -

Date of receipt or purchase, or sale or delivery - YESo NOGo
Name and address of the seller - YESo NOa
Name and address of the consignee - YESTO NOO
Identification of the product - YESa NOo
Quantity - YESao NOgO
Copies are available for inspection and copying - YESo NOo

0 Is this firm processing or manufacturing and distributing both product containing prohibited material and
product containing non-prohibited material? YESo NO o
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@ If the answer to #7 is “YES," does the firm have a system in place to avoid commingling and dross
contamination?

YES O NO -l

Describe the separation system or clean-out process and any procedures to avoid commingling and dross
contamination.

@ Does the firm have any safeguards in place to assure that outgoing product containing prohibited material is
not shipped to ruminant feeders? YES o NO a

Describe those safeguards?

@ Are ruminant feeders doing the following -

Observing the caution statement on feeds containing prohibited material YESuo p O
Maintaining copies of labeling for feeds containing animal protein YES -l g0
Maintaining copies of purchase invoices for feeds containing animal protein YESo &» O

If you found any areas or items of non-compliance with 21CFR 589.2000, please list below -

Name and title of person interviewed:

~

Did the firm or individual make any commitments to correct their non-compliance? YES ¢« NO o

List those commitments -

Are you attaching any further descriptions or any exhibits or records and/or labeling? YES o NO o

Follow-up: Needs additional educational material 0
Reinspect to confirm corrections 0 Target date for reinspection:
Recommend Warning Letter 0 .
Other:
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